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Bafore me, __Ird:: _MacTnmer , an "mployze of the Depariment of Health and Human Sarvices,

Food and Drug Administration, dezignated by the Secrelary, under guthority of tho Act of Janusty 31, 1826, 43 Statutes at Large
803: Reorganization Plan No. IV, Secs, 1216, cfisctiva June 30, 1240; Reorgerization Plan No. 1 of 1853, Secs, 1-B, effective
April 11, 1853; and P.L. 86-88, Sec. 608, 93 Statutes at Large 866 {20 U.S.C. 3508], sffective May 4, 1080; to administer or take
oaths, affirmations, and affidavits, parsoncliy appzared ||| GGG in the county and
State aforssaid, who, baing duly swoim, daposes and says:

I am and 1 rogide at NG
. COa 10/29/97, I met with FDA

Investigator Iris MacInnes t» disocuss my cemplaint sgainst the

¢ L I :cc=to: = [
I D 1rvestigator Irie MacInnea asked if I

would explain the cilircumstances that lead up to the complaint.

on or about 11/21/96 T visi ad the firm called the [N

_Laeat.ee}n—A';; the timoc of my visit 1 was
interviewed by a technician named [ (nc last nome). I was
acked questions about iy henlth and I informed the technician
that I had a family history of heart problems. Ths techniclen
asked if I perscnally had say heert problema and I stated that 1
did not. She then instructed me to anawer "NO* on my health
history questionnalre re~ar ding heart problems.

T waes then told that the pngrem included o diet plan, food
gupplements, dietary pupplements, and vitemins. The dietary
supplemente wero nctural herbs that would naturally increase my
metabolism to help me loss waight.

Subscribed and sworn to before me at

{Cliy and &tele) 000002

this thirty-firat dayof Octoper. . 19 92. g :% g %
o Emplavee's Slgnature)

Fmployee of the Department of Health and Human services dealgnoted under Act of Janvary 31, 1925, Reorpanization Plan IV effective
June 30. 1940; Reorganization Plan No. 1 of 1353, effective Aprili11, 1953;a0d P.L. 96-88 effective Mav 4. 1980,
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STATE OF ~ COUNTY GF -
Before me, _Irig Mac . , an giployse of the Departmiant of Mealth and Humen Services,
Foad and Drug Adminlistration, designsted by the Sccretery, under suthority of the Act of January 31, 1928, 43 Statutes at Large
803; Raorganization Plan No. [V, Secs, 12-15, affactive June 30, 1040; Reorganization Plan No, 1 of 1963, Secs. 1-9, effective
Aprl! 11, 1953; and P.L. 96-88, Sec. E09, 03 Statutes at L i effective May 4, 1980; to administer or take
oaths, effirmations, and affidavits, perconally eppeared _ . in the county and
State aforesaid, who, being duly »vorn, dainess and says!

';ne week they would increass the douage of the Herbal Balance to

Subscribed and sworn to before mo at

this _thirty-first  davof _Qctober 192 )
i _ﬂ( a2/

Fmployes of the Department of [lcalth and Human gervices designated under Act of January 31, 1925, Reomsenization Plan IV effective
June 30. 1940; Reorganlzation Plan No. 1 of 1953, effective April. 11, 1953, and P.L. 96-88 ¢ffective Mav 4, 1980.
hn——— R SR P R TEL ST

At no time during the lntcrview was I told that the distary
supplements, 1i.s., Horbal Balance contained Ephedra or Ma Huang.
I was never told tha’s this -roduct crused cny side~effects.

After I pald the program fee of about $1,400.00, I began the

rogram. I wae told by the Fechnician to take
(}l) Herbal Balance capouleg throe (3) times a day plus one

(1) multivitemin. I was also given food supplements, i.e.,

powdered drinks, souvs, ~nd food barm. They told me that after

capsules three times a doy. They rald that by lncreasing the
dosage every weak would accllmate my hody o the dosage which
would increase my mehabollem,

During the program, L woaps going into the clinic on a dslly basis.
These visits included cheoking my weight, taking my blood
pressure, and checking my mezsurements. The firat week on the
program I noticed that I had mere onergy- But the second week
was ingane. This was when I began having unusual glde-effecta.

(City and State)

fEmployee's Signature)
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Befors me, ___ L1118 MacInnen , an cmployee of the Departmant of Heaith and Human Services,

Food and Drug Administration, dﬂslgnﬂmrf hy tha Secretary, under suthority of the Act of January 31, 1925, 43 Statutes at Large
803; Reorganization Plan No, 1V, Secs, 12-15, cffactive June 30, 1340; Reorganization Plan No, 1 of 1953, Secs. 1-9, sftective

April 11, 1053; and P,L. 96-88, Sac. 809, 03 Statutes 4 effactiva May 4, 1880, to administer or take
oaths, affirmations, and affidavits, persorally appesred in the county and
Stata aforesald, who, being duly swom, deposes and says:

Before I started the program I sleep at leaat nine houre & day.
By the mecond wesk ou the prugram I was suffering from insomnis.
At one point, I did not sleep for almost 72 hours. I could not
sleep even though I was tirad. I also suffered from heart
palpitations, shakes, difficulty brezthing, hot flashes,
eweeting, and increased heart rate.

On one of my daily visits to the NN : :o1d
the techniclan about the sido-effects 1 was having. The

technician told me it was dus to etruss. T was told that the
Herﬁal Balance was cafe ond would not cause the symptoms I wae
describing. Because I thought the tochnicians at the clinlc were
medically trained, I bellevcd them. Ths technicicn went on to
say that I should increacc my dosage because I would acclimate
faster, and my metabolism would incercase esooner. I did not tell
them that I had already decreased my dosage to one caposule, three
times a day.

I continued on the diet program and requested that my records bhe
transferred to the Y | oc = tod. &t
I ¢ oo sterting my Christmas

Break (12/96 thru 1/98) and planned to spend it at home located

T ——————r e e

Subseribed and sworn o before me at -_“

this __thirty-first _dayof _Octobex

(Clty and Stata)

L1997 . 7
s 4/&¢ _/_;%Zﬂgd
- (Empibyee'a Bignature)

Fmployee of the Department of Health and Human sorvices desighated under Act of January 31, 1925, Reomanization ‘Plan 1V sffective
June 30. 1940; Reorganization Plan No, 1 of 1983, efTective April 11, 1933;afid P.L, 96-88 effective May 4, 1980.
e - ey T e
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STATE OF T Jcoumv oF
Rafore me, __1xig MacInnes , an employca of the Depariiment of Health and Humen Scrvices,

Food and Drug Administration, designated by th2 Sacratary, under authorlty of tha Act of January 31, 1925, 43 Statutes at Large
803; Reorganization Plan No. 1V, Sees, 12.15, cffasiive Juns 30, 1040; Reorganization Plan No, 1 of 1963, Secs. 1-9, atfective
April 11, 1953; end P.L. 96-88, Sac, 503, 93 Ststutoes at L arge 966 (20 U.S.C. 3600}, ffective May 4, 1980; to administer or take
oaths, affirmations, and affidavits, personsliy appaaratt . In the county and
State aforesaid, who, being duly sworn, dapnzes and says:

» I ¢ voc cunine T

Christmas Break that 1 talked to my aunt who gells vitamins.

Before I could cven discuss Wy eide-~ffects, shs told me that if
the product had Ma Hrong or Trhedra o stop taking 1it. I told
her that it did have Ma Huang in 1t. She told me that 1t
contained Ephedra wihich was a naturally occurring zmphetamine.

Az a result of my conversabtlon with my sunt, I stopped taking the
Herbal Balance.

After talking vo my aunt, T spoke t- Dr. [N
spocializing in Phermacology end Drug Law.
_Wd me with inf'ﬁ- ation on products
ontainin% Ma, H aﬁ% and Ephodra. ah 4 ) '

m’\aoggogﬁ.e‘églmw@r in _. It was Mr who
informed me that the _ had been deceptlve
in not informing me that the product, Harbal Balance contained
Ephedra which is an amphetomine. I£ I bhad known that the Herbal

Balance containsd anzhetrmings I would not have signed up for the
program or havo teken the cupsules. I did not ses a medical

physician about my gide-affacts.

Subscribed and sworn to before me at || NEGNNTNGE
this _ thirty-f£irst  duy of _October 19 22

(City and State)

rane=

(Emplovee's Signature)

Employes of the Deparument of Hezlth and Human servlcea dadgnated under Act of January 31, 192§, Reorgardzation Plan IV effective
June 30. 1940; Reotganization Plan No, 1 of 1933, effective Apll. 11, 1953; and P.L. 96-38 effective May 4. 1980,
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Befora me, ___1rls MacInnes , en employee of the Depariment of Heslth and Human Services,

Foad and Drug Administration, designated by the Sucretary, under authority of the Act of January 31, 1925, 43 Statutes at Large
803; Rearganization Plan No. IV, Secs. 12-15, eficctive June 30, 1840; Reorganization Plen No. 1 of 1963, Secs. 1-8, effective

April 11, 1963; and P.L. 96-88, Sec, 509, §3 Statutas st L arge 965 {20 U.S.C. 3508), effective May 4, 1980, to administer or take
oaths, affirmatians, and affidavits, personsily eppeamd- in the county and

State aforesaid, who, baing duly awern, dopases snd apyar

I then contacted the |

and asked for my monmy back. I told them that they had been
deceptive in not informing me that the Herbal Balance had
amphetaminee. I told them that they had not disclosed cruclal
information mbout Horbal Bzlance or it°s olde-effects which was a

false and deceptive practice under the_
I et timo, the firm offered me & small

return of the progrem feo. ] declined the offer.

T decided to talte tho Ffirm to small claims court. Under the-
I wae required to give tho firm sixty days notice of my complaint
prior to filing my ~laim. On 12/18/98, I sent the firm a letter

requesting reimburaoment of the program fee. 1 hand~delivered a

copy of the letter to tho [N <ot =t
I @ olco sent a certified

letter to the I i~ core of Ms.

1 did not recelve any respinse Lo my COrresponaencs.

Ae a result, I filed a claim in Small Claims Court on or about
8,/20/97. As of 9/19/87 I have sattled out of court with-

_for an wadisclosed amount.

. w10 vetore e ot NN
Subscribed and swornt to be a it T BT

this __thirty-first _dey of October 1997
77 Z57%4

{Bmployer's Bignature)

Employee of the Depastment of Health and Human scrviccs declgnated under Act of January 31, 1925, Reorganlzation Plan IV effective
Llum 30, 1940; Reorganization Plan No, 1 of 1953, effective Apeil, 11, 1953;and P.1. 96-85 effectlve May 4, 1980,
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AFFIDAVIT

STATE OF i - T
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COUNTY OF

Before me, ___Irig MqcTnnes , &n amployse of the Department of Haalth and Human Sarvices,
Food snd Drug Administration, designated by the Secrotary, under suihorlty of the Act of January 31, 1926, 43 Statutes at Lerge
803; Reorganization Plan No, ¥, Sacs, i2.15, offective June 30, 1340: Reargenization Plan No. 1 of 1963, Secs. 1.9, effective

April 11, 1863; ond P.L. 98-88, Sec, 603, 83 Statutas ut Large 885 (20 U.S.C. 3508}, affectiva May 4, 1980; to administer or take
oceths, affirmetions, and offldavits, parsonolly appoared In the county and
State aforesaid, who, being duly swom, dgpozes and sy

I am providing this informetion in order to put a stop to the
_docaptive practices and the side-

effects cau=ed by the dietary supplement called Herbal Baslance
which containe Ephedra.

1 am slso providing FDA Tnvestlgator Maclnnes at ne charge, a
bottle of the diotary supplement labocled in part:”"#¥x*The Herbal
Approach To Weight Loaski¥iarbal Balance**x3Sold Exclusively by
Authorized Distributorekxkk160 CapsuleskkkxINGREDIENTS:***Ephedra
sinlca (Ma Huang stem,*xxLOT#*¥x139601CKkk*¥EXP . kxk5 08%%x
DISTRIBUTED BY: SLIM FOR LI¥E, INC,, PLANTATION, FL 33313%%*".

T did tsll FDA
person, a Mr.

igator MoclInneo that I knew of one other
who had bozn on the _
program. Mr. was o high schonl frlend who had lost weight
while on the program. He woa even the firm’s spokesperson and
wae on the firm'sz TV commercials in 1898. 1t was the TV
commerciale that prompted me to join the program.

1 did cee Mr.- prios bo Joining the program. He had gained
and stated that hig metabolism was mesged up. At
that time, Mr. | JJJJll contived to spoek highly about the program.
Now, however, I believe tr. lllllwes suffering from side-effects

Subscribed and sworn to before me at_ GiEs i Biete)
this _thirty-firet _ gay of Octobex 1097

Tﬁzgéz&éw1§%é§é2aﬂ&1,ﬂww_

- {Employes’s Slgnature)
Employee of the Department of Health and Human services dodgnated undor Act of Januasy 31, 1925, Reorzanization Plan IV effective

June 30. 1940; Reorzanization Plan No, 1 of 1953, effectivs April 11, 1953;and P.L. 96-88 affective May 4, 1980,
FORM FDA 483a (4/83)
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Subscribed and sworn to before me at_ Y
this _thirty-first _ dayof Ootahexr. ., 1931,

Y/ 2/ 72
Employee of the De
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SAMPLE NO.

“[COUNTY O =

Before me, Jrin MacInnhes i , o0 omployse ¢i the Department of Health and Human Sarvices,
Food and Drug Administration, designated by the Sacrctary, under autherlty of tha Act of Jenuary 31, 1025, 43 Statutes st Lerge
803; Reorganization Plan No. 1V, Secs. 12-15, effective June 30, 1940; Reorganization Plan No, 1 of 1853, Secs. 1.8, sffective
ApHit 11, 1953; and P.L, 96-88, Svc. 508, 93 Statutes at Large B85 (20 U.8.C. 3508), effective May 4, 1980; 10 administer or take
oaths, affirmations, and affidavits, persenally appsared

State aforesald, who, being duly sworn, deposes and snys:

in the county and

of the dietary cupplomeni wiich resvlted in his problems with his
maetabalism.

This information was provid d to ths best of my knowledgs.

o
. (@)
g A
=z
MieHd
B =
o §
1 [Eo0EF goe
Ui AR o
«rKf “,m‘
o] o b
o o
= ™
N o
™

(Emplayaa’s Ggnature)
partment of Health and Hluman sorvice:
June 30, 1940; Reorga

FORM FDA 4830 (4/83)

deglgnated undes Act of Januasy 31, 1925, Reorganization Plan 1V effective
nizatlon Plan No, 1 of 1953, sffective Apeil 11, 1953;and P.L. 96-
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B8 effactive May 4, 1980,
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